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Status 

1)13 Responsive to communication(s) filed on 02 September 2004 . 
2a)D This action is FINAL. 2b)K This action is non-final. 
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5) Q Claim(s) is/are allowed. 

6) [x] Claim(s) 41 and 55 is/are rejected. 
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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the 

fee set forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since 
this application is eligible for continued examination under 37 CFR 1 .1 14, and the fee 
set forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office 
action has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
7-13-04 has been entered. 

The amendment filed 7-13-04 was not entered because applicants did not use 
the proper format; claims 1-40 should have been labeled "cancelled." 

The amendment filed 9-2-04 is correct and has been entered. 

Applicant's arguments filed 7-13-04 have been fully considered but they are not 
persuasive. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-40 and 42-53 have been canceled. Claims 55 and 56 have been 
added. Claims 41 , 54, 55 and 56 remain pending in the instant application. 

The effective filing date of the claimed invention remains July 8, 1997. 

Election/Restrictions 

Claim 54 remains withdrawn because it is directed to an invention that is 
independent or distinct from the invention originally claimed. The compound of Claim 
54 would require a different search not previously required. 
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Applicants argue claim 54 names a compound that falls within the scope of the 
elected inventive group. Applicants' argument is not persuasive. It is not readily 
apparent that the structure of 3-N-gluconamidopropyl-3"-N-cholamidopropyl-N- 
cholamide as newly claimed is related to the compound originally claimed. It is not 
readily apparent that the structure of "S'-N-gluconamidopropyl-S^N-cholamidopropyl-N- 
cholamide" referred to on pg 31, line 2 (Example 12) is related to the compound 
originally claimed. 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for 
prosecution on the merits. Accordingly, claim 54 is withdrawn from consideration as 
being directed to a non-elected invention. See 37 CFR 1 .142(b) and MPEP § 821 .03. 

Newly submitted claim 56 is directed to an invention that is independent or 
distinct from the invention originally claimed for the following reasons: a compound 
where X3 is the structure shown does not have support on pg 31 , line 4, which refers to 
glucono-5-lactone used to make 3'-N-gluconamidopropyl-3"-N-cholamidopropyl-N- 
cholamide. It is not readily apparent that glucono-5-lactone is the structure in claim 56. 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for 
prosecution on the merits. Accordingly, claim 56 is withdrawn from consideration as 
being directed to a non-elected invention. See 37 CFR 1.142(b) and MPEP § 821.03. 

Claims 41 and 55 are under consideration in the instant office action. 
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Claim Rejections - 35 USC §112 

1 . Claims 41 and 55 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
to reasonably convey to one skilled in the relevant art that the inventor(s), at the time 
the application was filed, had possession of the claimed invention for reasons of record. 

Claims 41 and 55 do not have support in the specification as originally filed. In 
particular, the structure of the cholic acid group as currently amended in claim 41 and 
new claim 55 has no support in the specification as originally filed, specifically in 
Example 12. 

2. Claim 41 remains rejected and claim 55 is rejected under 35 U.S.C. 112, first 
paragraph, as containing subject matter which was not described in the specification in 
such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed 
invention for reasons of record. 

Claim 41 is drawn to a compound wherein X1 and X2 are both cholic acid groups 
and X3 is a pentose monosaccharide group. Claim 55 is drawn to a compound wherein 
X1 and X2 are both cholic acid groups and X3 is a hexose monosaccharide group. The 
specification teaches isolating Impurities I, II and III from BigCHAP; however, the 
specification does not describe their structure. Since the time of filing, the structure of 
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Impurities I, II and III have been determined (see Fig. 22, 23 and 24 in US Application 
09/1 12,074, now US Patent 6,392,069). 



Impurity I does not correlate to the compound of claim 41 because Impurity I 
does not have the same tertiary nitrogen as the compound in claim 41 . 

Impurity III does not correlate to the compound of claim 41 because X1 is a 
saccharide group in Impurity III while X1 is a cholic acid group in the compound 
claimed. 

Since the time of filing Impurity II has been described as a compound having 
both X1 and X2 as cholic acid groups and X3 as a pentose monosaccharide, which 
correlates to the structure of claim 41 and not claim 55. The specification as originally 
filed did not adequately describe Impurity II as a compound having both X1 and X2 as 
cholic acid groups and X3 as a pentose monosaccharide. Example 12 (pg 31 , lines 15- 
19) illustrates the procedure for making a compound but does not describe the structure 
of the compound; nor is it readily apparent that Example 12 is synthesizing Impurity II. 
Page 5, lines 2-10, does not teach both X1 and X2 were cholic acid and X3 was a 
pentose monosaccharide. Page 6, lines 31-32, merely states that a saccharide group 
found in a compound of Formula I (as originally filed wherein X1 and X2 had broader 
scopes) may be a pentose monosaccharide and does not teach or suggest that X1 and 
X2 are both cholic acid while X3 is a pentose monosaccharide. The structure of 
Impurity II is not readily apparent from the specification as originally filed because the 
specific combination of elements in X1 , X2 or X3 could not have been guessed based 
on the broad original description of Formula I and the broad scope of possibilities for X1 , 
X2 and X3. Without such guidance, the specification as originally filed did not 
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adequately describe the structure of the compound of claim 41 , specifically that the 
compound had the properties of Impurity II. 

While Impurity II is a species within the genus of compounds contemplated as 
"Formula I" in the specification as originally (see original claim 1), the specific structure 
of Impurity II and now claimed was not disclosed or readily apparent from the 
specification. Nor did the specification as originally filed link the ability to increase 
transfection of nucleic acids into cells found in Impurity II with a compound having a 
structure as now claimed. An adequate written description of Impurity II requires more 
than a mere description of the genus of the compound and a statement that Impurity II 
was isolated and part of the invention. What is required is a description of the structure 
of Impurity II itself. It is not sufficient to state Impurity II is one of a host of possible 
combinations of elements because disclosure of no more than that, as in the instant 
case, is simply a wish to know the identity of the specific structure of Impurity II. Thus, 
claiming a compound without describing the specific structure of the compound is not in 
compliance with the description requirement. Rather, it is an attempt to preempt the 
future before it has arrived. (See Fiers v. Revel, 25 USPQ2d 1601 (CA FC 1993) and 
Regents of the Univ. Calif, v. Eli Lilly & Co., 43 USPQ2d 1398 (CA FC, 1997)). 

Applicants argue that one of skill would have readily recognized that the 
compound in Example 12 had the structure shown on pg 6 of the arguments filed 7-13- 
04. Applicants state the "identity of the compound from Example 12, as depicted below 
in Figure 1 , is unambiguously supported by the mass spectral data presented on pg 31 , 
lines 25-27 showing a mass to charge ratio peak (m/z) of 1090.6 which corresponds to 
product molecular weight of MW=1 089.7 g/mol." Applicants' arguments are not 
persuasive. While the formula for Impurity II, set forth in Figure 1 of the arguments and 
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now claimed, is a species within the genus of compounds contemplated as "Formula I" 
in the specification as originally (see original claim 1), the specific structure of Impurity II 
and now claimed was not disclosed or readily apparent from Example 12. The mass 
spectral data on pg 31, lines 25-27, is generic to the broad genus of claim 1 as originally 
filed and not to the specific structure of Impurity II. 

Impurity II has a cholic acid group attached at X1 and X2 such that the terminal 
CO2H of cholic acid is removed; however, the manner in which cholic acid is attached at 
X1 and X2 was not disclosed in the specification as originally filed. It is not readily 
apparent from the description of Impurity II that X1 and X2 were cholic acid with a 
deletion of the terminal CO2H. Applicants state a person of skill in the art would have 
understood Example 12 described a cholic acid group as being a cholic acid without a 
terminal C02H. Applicants' argument is not persuasive. It would not have been readily 
apparent to one of skill in the art what structure would result from the method in 
Example 12, specifically how cholic acid would attach at X1 and X2 or the structure of 
cholic acid once it reacts with isobutylchloroformate in the presence of triethylamine. 
Nor does Example 12 teach Impurity II is the product being synthesized. It would not 
have been readily apparent to one of skill at the time of filing that the process described 
in Example 12 results in Impurity II. Example 12 does not describe 3-aminopropyl-3'-N- 
gluconamidopropyl-amine (the product being synthesized) as Impurity II. The 
specification does not describe Impurity II (isolated in Example 1 1 , pg 28), as 3- 
aminopropyl-3'-N-gluconamidopropyl-amine. It would not have been readily apparent to 
one of skill in the art that the method in Example 12 made Impurity II or was specific to 
making only Impurity II. It would not have been readily apparent to one of skill that 
reacting cholic acid with isobutylchloroformate in the presence of triethylamine 
described in Example 12 would result in cholic acid without the terminal C02H. The art 
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at the time of filing did not define a "cholic acid group" as being cholic acid without the 
terminal C02H. Therefore, the structure of Impurity II being that of claim 41 was not 
readily apparent to one of skill in the art at the time of filing based on the teachings in 
the specification as originally filed. 

Applicants argue that one of skill in the art would have recognized that the cholic 
acids were attached to the core of Formula I as claimed. Applicants show evidence that 
the chemical reaction required to attach the cholic acid group was a common synthetic 
transformation known to those of skill in the art. Applicants' arguments are not 
persuasive because they are based on the presumption that one of skill would have 
recognized that Example 12 described how to make Impurity II. In no way does 
Example 12 imply that 3'-N-gluconamidopropyl-3"-N-cholamidopropyl-N-cholamide is 
Impurity II as claimed. Nor would one of skill have known that Impurity II as it occurs in 
nature had the same cholic acid group attachment as 3'-N-gluconamidopropyl-3"-N- 
cholamidopropyl-N-cholamide synthesized in a lab. As such, Example 12 does not 
teach one of skill how the cholic acid group of Impurity II was attached to the core as it 
occurred in nature. 

3. Claim 41 remains rejected under 35 U.S.C. 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention for reasons of record. 

The claim is drawn to a compound having a particular structure wherein X1 and 
X2 are both cholic acid groups and X3 is a pentose monosaccharide group. The 
specification teaches isolating Impurities I, II and III from BigCHAP; however, the 
specification does not describe their structure. Since the time of filing, the structure of 
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Impurities I, II and III have been determined (see Fig. 22, 23 and 24 in US Application 
09/1 12,074, now US Patent 6,392,069). BigCHAP and Impurity I do not correlate to the 
compound of claim 41 because BigCHAP and Impurity I do not have the same tertiary 
nitrogen as the compound in claim 41 . Impurity III does not correlate to the compound 
of claim 41 because X1 is a saccharide group in Impurity III while X1 is a cholic acid 
group in the compound claimed. 

Since the time of filing Impurity II was described as a compound having both X1 
and X2 as cholic acid groups and X3 as a pentose monosaccharide. The specification 
as originally filed did not distinguish the structure of Impurities I, II and III, so that one of 
skill would have known Impurity II had X1 and X2 as cholic acid groups (and not 
deoxycholic acid group). Nor did the specification teach X3 in Impurity II was a pentose 
monosaccharide group. Therefore, the structure of Impurity II is not readily apparent 
from the specification as originally filed because the specific combination of elements in 
X1 , X2 or X3 could not have been guessed. Thus, it would have required one of skill 
undue experimentation to determine how to make or use the compound claimed as 
Impurity II. Furthermore, Impurity II has a cholic acid group attached at X1 and X2 such 
that the terminal CO2H of cholic acid is removed; however, the manner in which cholic 
acid is attached at X1 and X2 is not disclosed in the specification. It is not readily 
apparent from the description of Impurity II that X1 and X2 were cholic acid with a 
deletion of the terminal CO2H. Therefore, the structure of Impurity II is not readily 
apparent from the specification as originally filed because it could not have been 
guessed that the cholic acid group was attached such that the terminal CO2H was 
deleted. 
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Applicants' arguments for enablement are the same as those for written 
description, which are addressed above in the written description rejection. 

4. Claim 41 remains rejected and claim 55 is rejected as being indefinite because 
the structures encompassed by the claims are unclear for reasons of record. 

The claims require a compound having Formula I, wherein X1 and X2 are both 
cholic acid groups. The specification (Ex. 11) states three impurities (I, II and III) were 
isolated from BC BigCHAP, but does not teach the structure of the impurities or how 
cholic acid is attached to Formula I. The structure of Impurity II has three carbons 
between the carboxyl group and the pentose ring instead of four in the cholic acid (i.e. 
Impurity II require X1 and X2 are both a cholic acid group wherein the cholic acid group 
is cholic acid with a deletion of the terminal CO?H ). Addition of cholic acid to Formula I 
may result in i) four carbons between the carboxyl group and the pentose ring of the 
cholic, ii) removal of the carboxyl group, iii) or attachment at one of the hydroxyl groups. 
Therefore, it is unclear whether applicants intend the claim to encompass any means of 
attaching cholic acid to Formula I at X1 and X2 or if the claim is limited to removal of the 
carboxyl group of cholic acid. 

Applicants' arguments for 1 12/2 nd are the same as those for written description 
and enablement, which are addressed above in the written description rejection. 



Conclusion 
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No claim is allowed. 



Inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael C. Wilson who can normally be reached at the 
office on Monday, Tuesday, Thursday and Friday from 9:30 am to 6:00 pm at 571-272- 
0738. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800- 
786-9199. 

If attempts to reach the examiner are unsuccessful, the examiner's supervisor, 
Amy Nelson, can be reached on 571-272-0804. 

The official fax number for this Group is (703) 872-9306. 

Michael C. Wilson 




MICHAEL WILSON 
PRIMARY EXAMINER 



